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« 7/ie MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. . 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )E] Responsive to communication(s) filed on 06 February 2006 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [*3 Claim(s) 1-15 is/are pending in the application. 

4a) Of the above claim(s) 9-15 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [3 Claim(s) 1^8 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 04 March 2005 is/are: a)^ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 
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Applicant's election without traverse of Invention I claims 1-8 drawn to the use 
and cultivation of maize that has been transformed to express a grain softness- 
enhancing gene in the reply filed on 2/06/2006 is acknowledged. 

Claims 9-15 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected Invention, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 02/06/2006. 

DETAILED ACTION 
Specification 

The abstract of the disclosure does not commence on a separate sheet in 
accordance with 37 CFR 1 .52(b)(4). A new abstract of the disclosure is required and 
must be presented on a separate sheet, apart from any other text. The WO cover sheet 
from the PCT is no longer accepted in PUBS. 

Claims 1-8 are objected to because of the following informalities: The claims of 

the Invention must be preceded by a statement such as —We claim—, —I Claim—, or - 

-the invention claimed is—, the heading "Claims" is not sufficient for a statement of the 

claimed invention . Appropriate correction is required. 

The following guidelines illustrate the preferred layout for the specification of a 
utility application. These guidelines are suggested for the applicant's use. 

Arrangement of the Specification 

As provided in 37 CFR 1.77(b), the specification of a utility application should 
include the following sections in order. Each of the lettered items should appear in 
upper case, without underlining or bold type, as a section heading. If no text follows the 
section heading, the phrase "Not Applicable" should follow the section heading: 



Application/Control Number: 10/526,716 Page 3 

Art Unit: 1638 



(a) TITLE OF THE INVENTION. 

(b) CROSS-REFERENCE TO RELATED APPLICATIONS. 

(c) STATEMENT REGARDING FEDERALLY SPONSORED RESEARCH OR 

DEVELOPMENT. 

(d) THE NAMES OF THE PARTIES TO A JOINT RESEARCH AGREEMENT 

(e) INCORPORATION-BY-REFERENCE OF MATERIAL SUBMITTED ON A 

COMPACT DISC (See 37 CFR 1.52(e)(5) and MPEP 608.05. Computer 
program listings (37 CFR 1.96(c)), "Sequence Listings" (37 CFR 1.821(c)), 
and tables having more than 50 pages of text are permitted to be 
submitted on compact discs.) or 

REFERENCE TO A "MICROFICHE APPENDIX" (See MPEP § 608.05(a). 
"Microfiche Appendices" were accepted by the Office until March 1, 2001.) 

(f) BACKGROUND OF THE INVENTION. 

(1) Field of the Invention. 

(2) Description of Related Art including information disclosed under 37 
CFR 1.97 and 1.98. 

(g) BRIEF SUMMARY OF THE INVENTION. 

(h) BRIEF DESCRIPTION OF THE SEVERAL VIEWS OF THE DRAWING(S). 

(i) DETAILED DESCRIPTION OF THE INVENTION. 

(j) CLAIM OR CLAIMS (commencing on a separate sheet). 

(k) ABSTRACT OF THE DISCLOSURE (commencing on a separate sheet). 

(I) SEQUENCE LISTING (See MPEP § 2424 and 37 CFR 1.821-1.825. A 
"Sequence Listing" is required on paper if the application discloses a 
nucleotide or amino acid sequence as defined in 37 CFR 1.821(a) and if 
the required "Sequence Listing" is not submitted as an electronic 
document on compact disc). 

Claim Rejections - 35 USC § 101 &112 



35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 



The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 1-3 provide for the use of maize, but, since the claim does not set forth 
any steps involved in the method/process, it is unclear what method/process applicant 
is intending to encompass. A claim is indefinite where it merely recites a use without 
any active, positive steps delimiting how this use is actually practiced. 

Claims 1-3 are rejected under 35 U.S.C. 101 because the claimed recitation of a 
use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-8 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claims contain subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

Claims 1 and 4 are broadly drawn to a use and a method involving a transgenic 
maize plant that has been transformed with a grain softness-enhancing gene, which 
may include any gene that can be demonstrated to enhance the softness of any grain. 
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Claims 2 and 5 are broadly drawn to a use and a method involving a transgenic 
maize plant that has been transformed with a puroindoline gene which encompasses a 
multitude of DNA sequences from a multitude of sources. 

Claims 3 and 6-8 are broadly drawn to a use and a method involving a transgenic 
maize plant that is transformed with a puroindoline gene that expresses any 
puroindoline-a protein and/or any purindoline-b protein. 

In contrast, the specification only provides guidance for the use and method 
involving a transgenic maize plant that is transformed with a nucleic acid from wheat 
that encodes a puroindoline-a protein or a puroindoline-b protein or both. The 
specification does not provide guidance for any other puroindoline genes from a source 
other than wheat, or any other grain softness-enhancing genes from any source. The 
specification also does not provide guidance for any embodiments of the wheat 
puroindoline genes other than the full-length gene of puroindoline-a or puroindoline-b. 

The function of all grain softness-enhancing genes in transgenic maize is not 
known. Morris (Plant Molecular Biology 2002, 48: 633-647) reviews several research 
studies focused on puroindolines as well as grain hardness determining genes. Morris 
found that though many similar nucleotide sequences are found across plant species, 
experimental data does not yet exist that support functioning roles in grain hardness 
determination for these various genes. Morris states "Perhaps the key delineation for 
comparing these various puroindoline-like sequences will be to assess the extent to 
which they influence grain texture" (see page 643 in its entirety). Since the function of 
these sequences are not known in their endogenous species, it is also inherent that the 
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function of these sequences within transgenic maize also will not be known and that 
assessing the function would require undue experimentation. 

The function of mutated nucleic acid molecules encoding puroindolines in 
transgenic maize is unpredictable. In the review by Morris (Plant Molecular Biology 
2002, 48: 633-647) Morris discussed various mutant genotypes of the puroindoline 
genes and pointed out that the genetic background of the plant was important for 
observing the corresponding phenotype. Morris states "As we extended and tested the 
hypothesis that wheat grain hardness resulted from the Gly-46 to Ser-46 codon change 
(which we considered to be a loss-of-function mutation) in puroindoline b, we 
encountered hard wheats that lacked this sequence change" (see page 641 2 nd full 
paragraph). 

Not all puroindoline encoding nucleic acid sequences are known. Morris states 
"Certainly the number of structural genes of the puroindolines, and possibly closely 
related proteins, is of great interest" (see page 639, 3 rd full paragraph). Morris also 
states "Whether this suggests that duplicate genes for puroindoline a exist or simply 
variable post-translational processing is unknown" (see page 639, 3 rd full paragraph). 
Morris further states "The delineation of whether or not puroindolines occur in other 
species becomes an exercise in assessing varying degrees of sequence homology" 
(see page 643 first full paragraph). Evaluating and testing each sequence for function 
in grain hardness would require an undue amount of experimentation. 

Given the claim breadth, unpredictability, and lack of guidance as discussed 
above, undue experimentation would have been required by one skilled in the art to 
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isolate puroindoline genes from all sources as claimed. Undue experimentation would 
have also been required to obtain and evaluate a multitude of puroindoline nucleotide 
sequences for their ability to alter grain hardness in maize. Undue experimentation 
would have also been required to isolate, obtain and evaluate other grain softness- 
enhancing genes from all sources as claimed. The Federal Courts have determined 
that a significant number of inoperative embodiments is deemed to indicate an undue 
amount of experimentation (see Atlas Powder Co. v. E.I. du Pont de Nemours & Co., 
750 F.2d 1569, 1576, 224 USPQ 409, 413 (Fed. Cir. 1984). 

Claims 1-8 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claims contain subject matter which was 
not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor, at the time the application was filed, had possession 
of the claimed invention. 

Claims 1 and 4 are broadly drawn to a use and a method involving a transgenic 
maize plant that has been transformed with a grain softness-enhancing gene, which 
may include any gene that can be demonstrated to enhance the softness of any grain. 

Claims 2 and 5 are broadly drawn to a use and a method involving a transgenic 
maize plant that has been transformed with a puroindoline gene which encompasses a 
multitude of DNA sequences from a multitude of sources. 

Claims 3 and 6-8 are broadly drawn to a use and a method involving a transgenic 
maize plant that is transformed with a puroindoline gene that expresses any 
puroindoline-a protein and/or any purindoline-b protein. 
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In contrast, the specification only provides guidance for the use and method 
involving a transgenic maize plant that is transformed with a nucleic acid from wheat 
that encodes a puroindoline-a protein or a puroindoline-b protein or both. The 
specification does not provide guidance for any other puroindoline genes from a source 
other than wheat, or any other grain softness-enhancing genes from any source. The 
specification also does not provide guidance for any embodiments of the wheat 
puroindoline genes other than the full-length gene of puroindoline-a or puroindoline-b. 

The Federal Circuit has recently clarified the application of the written description 
requirement. The court stated that a written description of an invention "requires a 
precise definition, such as by structure, formula, [or] chemical name, of the claimed 
subject matter sufficient to distinguish it from other materials." University of California v. 
Eli Lilly and Co., 119 F.3d 1559, 1568; 43 USPQ2d 1398, 1406 (Fed. Cir. 1997). The 
court also concluded that "naming a type of material generally known to exist, in the 
absence of knowledge as to what that material consists of, is not a description of that 
material." Id. Further, the court held that to adequately describe a claimed genus, 
Patent Owner must describe a representative number of the species of the claimed 
genus, and that one of skill in the art should be able to "visualize or recognize the 
identity of the members of the genus." Id. 

Finally, the court held: 

A description of a genus of cDNAs may be achieved by means of a recitation of a 
representative number of cDNAs, defined by nucleotide sequence, falling within the 
scope of the genus or a recitation of structural features common to members of the 
genus, which features constitute a substantial portion of the genus. Id. 



Application/Control Number: 10/526,716 Page 9 

Art Unit: 1638 

See also MPEP section 2163, page 174 of chapter 2100 of the August 2005 
version, column 1, bottom paragraph, where it is taught that 

[T]he claimed invention as a whole may not be adequately described where an 
invention is described solely in terms of a method of its making coupled with its function 
and there is no described or art-recognized correlation or relationship between the 
structure of the invention and its function. A biomolecule sequence described only by a 
functional characteristic, without any known or disclosed correlation between that 
function and the structure of the sequence, normally is not a sufficient identifying 
characteristic for written description purposes, even when accompanied by a method of 
obtaining the claimed sequence. 

See also Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 USPQ 2d 1016 at 
1021, (Fed. Cir. 1991) where it is taught that a gene is not reduced to practice until the 
inventor can define it by "its physical or chemical properties". 

Given the claim breadth and lack of guidance as discussed above, the 
specification fails to provide an adequate written description of the genus of sequences 
as broadly claimed. Given the lack of written description of the claimed genus of 
sequences, any method of using them, such as transforming plant cells and plants 
therewith, and the resultant products including the claimed transformed plant cells and 
plants containing the genus of sequences, would also be inadequately described. 
Accordingly, one skilled in the art would not have recognized Applicant to have been in 
possession of the claimed invention at the time of filing. See the Written Description 
Requirement guidelines published in Federal Register/ Vol. 66, No. 4/ Friday January 5, 
2001/ Notices: pp. 1099-1111. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-8 are rejected under 35 U.S.C. 102(b) as being anticipated by Morris et 
al (WO 9961580). 

Claims 1-8 are drawn to the use and a method of improving starch extractability 
wherein a maize plant is transformed so as to express a grain softness-enhancing gene 
wherein the grain softness-enhancing gene is puroindoline-a and/or puroindoline-b. 

Morris et al teach a maize plant transformed with a nucleic acid construct that 
expresses puroindoline a, puroindoline b or both puroindoline a and puroindoline b (see 
page 3 2 nd full paragraph, page 16 first full paragraph, page 20 2 nd full paragraph, page 
28 3 rd full paragraph, page 43 last full paragraph, page 53 table 1, page 59 last full 
paragraph, and claims 1-5, 16-20, for example). 

No Claims are allowed. 

No Claims are free of the prior art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brent Page whose telephone number is (514)-272-5914. 
The examiner can normally be reached on Monday-Friday 8-5. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anne Marie Grunberg can be reached on (571)-272-0975. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Brent T Page 
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